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ANADA Number: 200-233

Sponsor:

Alpharma Animal Health Division
Highway 71 North

P.O. Box 309

Lowell, Arkansas 72745

Trade Name: LINCO SOLUBLE

Generic Name: Lincomycin Hydrochloride Soluble Powder 40 %

Marketing Status: OTC

Pioneer Product: Lincomycin Hydrochloride Soluble Powder (Lincomix
Soluble Powder) NADA 111-636.

IL INDICATIONS FOR USE
For the treatment and control of swine dysentery (bloody scours) in swine and for the control
of necrotic enteritis caused by Clostridium perfringens susceptible to lincomycin in broiler

chickens.

III. DOSAGE FORM, ROUTE OF ADMINISTRATION AND RECOMMENDED
DOSAGE:

Dosage Form: Soluble Powder

Route of Administration: Lincomycin Hydrochloride Soluble powder is administered orally
in the drinking water.

Recommended Dosage:
Swine:

For treatment, the drug is administered to swine at 3.8 mg lincomycin per pound of body
weight per day for a maximum of 10 days.

~o/S /



ANADA 200-233
Page 2

Broiler Chickens:

The drug is administered to broiler chickens at a dose rate of 64 mg of lincomycin per gallon
of drinking water for a maximum of 7 days.

IV. TARGET ANIMAL SAFETY AND EFFECTIVENESS

Under the provisions of the Federal Food, Drug and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
abbreviated new animal drug application (ANADA) may be submitted for a generic version
of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA. Ordinarily the ANADA sponsor shows the generic
product is bioequivalent to the pioneer, and the ANADA relies on the target animal safety,
effectiveness, and human food safety data in the new animal drug application (NADA) for
the pioneer. If bioequivalence is demonstrated through a clinical endpoint study, then a
tissue residue study to establish the withdrawal time for the generic product is also required.
For certain dosage forms, the agency will grant a waiver from the requirement of an in vivo
bioequivalence study ((Fifth GADPTRA Policy Letter, 55 FR 24645, June 18, 1990;
Bioequivalence Guidance, 1996, 61 FR 26182, May 24, 1996).

Based on the formulation characteristics of the generic product, Alpharma Animal Health
Division was granted a waiver from the requirement of an in vivo bioequivalence study for
the generic product LINCO SOLUBLE (lincomycin hydrochloride soluble powder). The
generic product is administered as an oral solution, contains the same active ingredient in the
same concentration and dosage form as the pioneer product, and contains no inactive
ingredients that may significantly affect the absorption of the active ingredient as finally
administered. The pioneer product is Lincomix Soluble Powder (lincomycin hydrochloride
soluble powder) the subject of Pharmacia & Upjohn Company’s (formerly The Upjohn
Company) NADA 111-636, approved on January 2, 1983.

V. HUMAN FOOD SAFETY

Tolerance:

The tolerances established for the pioneer product apply to the generic product. Tolerances
for lincomycin of 0.6 ppm in liver and 0.1 ppm in muscle are established for swine. A
tolerance for tissue residues in chickens is not required (21 CFR 556.360).

Withdrawal Times:

When a waiver from the requirement of an in vivo bioequivalence study is granted, the

withdrawal times are those previously assigned to the pioneer product. The withdrawal
times for lincomycin hydrochloride soluble powder are established under 21 CFR 520.1263c:
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six days for swine and zero days for broiler chickens. Lincomycin soluble powder is not for
use in layer and breeder chickens.

Regulatory Method for Residues:

The regulatory analytical method for detection of residues of the drug is a microbiological
test using Sarcina lutea (ATCC 9341). The method is on display in FDA’s Freedom of
Information Public Room, 5600 Fishers Lane, Rockville, MD 20857. The method is also on
file at the Center for Veterinary Medicine, HFV-199, Food and Drug Administration, 7500
Standish Place, Rockville, MD 20855.

VI. AGENCY CONCLUSIONS

This ANADA submitted under section 512(b) of the Federal Food, Drug, and Cosmetic Act
(FFDCA) satisfies the requirements of section 512(n) of the FFDCA and demonstrates that
Lincomycin Hydrochloride Soluble Powder when used under the proposed conditions of use,
is safe and effective for its labeled indications.

Attachments:

generic product labeling
pioneer product labeling
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¥ INDICATIONS - Swine;
Linco Soluble is indicated for the
treatment ot swine dysentery (bloody
scours),
INDICATIONS - Broiler Chickens:
Linco Soluble is indicated for the
control of necrotic enteritis caused by
Clostridium perfringens susceptible
to lincomycin.
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This Packet Contains
as active ingredient:
Lincomycin hydrochloride,

equivalent to lincomycin .., ., 16 ¢

ANADA 200-233, Approved by FDA

One Executive Drive, Fort Lee, New Jersey 07024

SWINE: - Directions far use
DOSAGE: Admininter 3t 3 dose rate of 250 mq of
lincamycin per gatlon of diinking water. In dlinical
stdies, thi= dose 1ate provided an average of 3.8
mq of lincomyan per ih of body weight per day.
TRCATMENT PFRIOD, The drug shwuld be
administered for 3 minimum of 5 consecutive days
beyond the disappeacance of wyptoms (blpody
staoks) up 10 3 maximum of 10 consecutive days

5 H water yeatment 12 discontinued prior to this

; " uyme, a lincomyun treatment program may be

continued with fincomycin premix a1 100 9

incomycin per tan of complete facd as the sole

£3non according 1o label directons ‘

ADMINISTRATION: This packet will medicatr 64
yallons of drinking water providing 250 mg/galion
A dase of 3.8 mg lincomycin per Ib of body
weight myy be maintained by medicating the
diinking watrr at 4 concentration of 250 mq per
qallon of dinking watar when pigs are cansuining
1.5 gallons per 100 [bs of hady weight per day.
Under these ¢irumstances the concentration of
kncomycin required in medicated wotrr may be
adjusted to comnpensate for varistions i age and
weight of animals, the natyre and sevefity of
disraze symptomns, cnvirunmental temperature and

For use In automatic watel propartioners, prepare

hurndity, each of which affects water consumption,

For oral use in Swine and .'
Broiler Chickens only

Net Weight
1.4 0z (40 Grams)

Restricted Drug
Use only as directed (California)

AHF-016 9807

the stock solution by dissolving 2 packets i 1
gallon of water: then adjust the propurtioner to
frliver 1 62 0 stock solution per gallon of
dnnking water. NOTE: After a treatiment program
is discontinued. a cantrol program for swine
dysentery may be follownd hy feeding incomyein
prefnix t 40 g lincomycin per ton ol complete
teed as the solr ration,

BROILER CHICKENS: Directions for use
DQOSAGE: Admpnister At 3 duse rate of 64 my of
lincomycin per yalion of drinking water,
TRCATMENT PFRIOD, Stast medicatian as SUON a5
the diagnosis of pecrotic enteritis 5 determined.
i inproverment i not noted within 24 16 48 hours,

Linco

Soluble
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-,.consult a licensed vetednaiian or veterinary Occn.nunally swing fed lincomycin may wimm .
diagnostic baratary to determine disgnosis. the the fust 2 days of 1he onset of treatment WARNINGS:
" “dfuq should be agministered for 7 consecutive days.  dovrlop diarthed and/or swelling of the anus,. : 1. 00 not slaughtey swine fur human canwum-
ADMllelRATmN This packet will medicate 260 On rate nccasions, some pigs may show ption {or 6 days following Lyt tieativent,
2, No drug withdiawal periad is required

“gations of drinking water providing 64 mg/gallon. reddening of the skin and irntobie behavio, f

NOTL. - After wateg inedication is discontinved. These conditiuns have bern sell-correcting biefure slaughter of birds receving Linco

3 tecommended contral program for necrotic within S to 8 day: without discontinuing the - Soluhle at the approved Irvel of 64 mg

“enientts contists ol feeding linconycin premix at hincomycin yeatment bl gallon of drinking water,

2 2:q fincomycin per ton of complete teed. 4. Not for use in wwine weighing mare than 250 3 RNotlar human use

. CAUTIONS: pounds, : , — y -

“1¥Discard medicated dimbng water if not used 5. Do nat aliow 1abbits, hamstars, guinea prgs, - - Take Time

vovwithin 2 days  bresh stodk soluﬂon <hauld be hotses of fuminants dccess 1o water contdining  ~ Store at Controlled
T ptep.ue.d daly - rnrnmyun Ingestion by these species may . Room Temperature v
.M clinied! sigan of bluody § scours {watery, mycoid resultin severe yastointestnal eftects. - 480 307 C L
g 200 bloudy $10055) Kave not itnproved during the 6, Do nut use the water trestment and thefred - (5g¢ to 86° F) Observe Label -

{i#s1 b day= of medication. discontinue reatment simultaneously - , ,
unent 3nd riune;the diagnosis. 7. Nut for use ' lwyer and breeder chlri:rn.. R Directions

Lincomycin Hydrochloride
Soluble Powder
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WIC# 24225/ 2422 BLACK PN SO

Lincomytin Hydrochloride

Soluble Powder
Antibacterial

Follow directions for use and mixing instructions on packet label
CAUTION: Not for human use / for oral use in swine and broiler chickens only

Lot no:
Exp date.

Contents: 50 packs, 1.4 oz (40 g) each
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(3) LABELING (CONT.):

PIONEER LABEL 1.41 oz (40 G) FRONT PANEL

NDC 0009-0962-13

£ INCOMIX®

Soluble Powder

ATV A PN D

lincomyein
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hydrochloride

Antibacierial LOT
EXP 1/01
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(3) LABELING {CONT.):
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PIONEER LABEL 1.41 OZ. (40 G) REAR PANEL

Restricted Drug——Use Only as Directed (Califomia)
NE. Directions for
INDICATION: LINCOMIX Powder s Indicated for the ment of swine

SC0US).
DOSAGE: Administer at a dose rate of 250 mg of Encomycin per galion of drdnking
watec. 17 clinical studies, this dose rate provided an mngeola.aqulrmnych

mmmg‘mmmummm.mmﬁ
dis?pwama symptoms stools) up
mmndiowawﬂvedays. water ireatment Is disoos prior 10 this time,
& Rocomydn treatment program may bs conlinued with kncomycin pramix st 100
gmltmmychpamdmpmhedahwbmuonac:mbhbd
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MMﬂPEmD.S&anumaﬂwd&mﬂsdmﬁc
ertatis is d i ‘kno(wedwﬂm24to48houﬁ.

a

vetedinarian ‘o d diagnosis. The
dmgmldbeadnwslaedbﬂ,emseaﬁveda ’

mmmmﬂou.ﬂkowwmedwezsoganmddmﬂdng water providing

o T After dication ts discontinued, tic enteritis
m:ybel;:ﬂm%dbyteedngheomydlpremlxuzgmmsinoomydnp«tond
CAUTIONS

Iwmﬁledmﬁummrlnausedmzdays.thstocksduﬁon

stould be prepa;~d 2. It clinical signs of bloody scours (watery, mucoid or

bloody stools) have not during the first 6 days of medication, discontinue
Occasionally, swine fed

WARNINGS
1 mmmmhmmwsdmmu
zm ) g k "J ‘hl‘ur‘ .- du.l' L
m%wmumwwdamwm&
3 Nouorlumanlna.

S&x‘dC d Room Te Wb”cﬁrbw
The Upfohit Company = Kalemerca, MI 49001, USA oL 814 518 003
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(3) LABELING (CONT.)

PIONEER LABEL 2.82 OZ. (80 G) FRONT PANEL

NDC 0009-0962-18

LINCOMIX®

Solsble Powder

lincomycin hydro

ide solubie pbwdei‘

chlor

7
EXP 6700

T
1

Antibacterial




(3) LABELING (CONT.):
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PIONEER LABEL 2.82 OZ. (80 G) REAR PANEL

Reastricted Drug—Use Only as Directed [Californla)

SWINE: Directions jor Use
WRDICATION: LINCOMIX Soluble Powder Is Indicated ‘for ‘the eatment of swine dysentery
{bloody sootrs). !
DUSAGE: ‘Administer at a dose rate of 250 mg ol fncomycin per gdflon of dricking water. in
clinical studies, this dose rate provided an avarage of 3.8 mg of Sincomycin per pound of bady
welghit per day.

PERIOD: The drug should be adwiinistered for & mink consecutive days
mu%wmgdmm%m)mbamdwm
days. i water treatment prior time, a program

continued with Encomycin premix at 100 grams Encomycin per ton of complete teed as the
sole ration according to label directions.
ADMIRISTRATION: This packet will medicate 128 gaflons of waler 250
mg/galion. A dose of 3.8 mg Eincomycin per pound of body may be maintained by

naturg

eavironmental temperature and humidity, each of which affects water

For use in automatic water proporioners, prepare tha stock sok

:fng‘m‘ggaﬂono(waier.menadiusthepmpomonef_ P o defiver 1 oince

NOTE: After a treatment program is discontinued; a contrt program for swine dysentery may be

fg‘gwedbyfee&ngﬁnmmydnpmmkuwminanyehpabndmwoteedasm
rafion. :

BROILER CHICKENS: Directions for Use
t;NyD(CA‘\'!(‘)N: %comx Soluble Powder i§ indicated for the control of necrofic enteritis caused
Clostridium fingens susceptible to lincomycin,
DOSAGE: Administer at a dose rate of 64 mg of Encomycin per gdllon of drinking ‘water.
TREATMENT PERIOD: Start medication as $oon s the diagnosls of necrofic enterifis is
detemmined. If improvement is not nated within 24 1o 48 hours, contsult a kcensed vetednarian of
veterinary diagnostic laboratory to detenmine diagnasis. The drug should be administered fe. 7

consecutive days.
ADMIMISTRATION: This packet will medicate 500 gallons of drinking water providing 64
mg/gaion.

NOTE: After water medicafion s discontinued, a confrol program for necrotic entesitis may be
followed by feeding fincomycin premix at 2 grams lncomycin per fon of complete feed.
CAUTIONS
1. Discard medicated drinking water if not used within 2 days. Fresh stock solution should be

daily. 2. It clinical signs of bloody soours (watery, mucoid or bloody stools) have not

4 during the first 6 days of medication, discontinue treatment and redetenmine the
diagnosis. 3. Occaslonally, swine fed fincomycin may within the first two days after the onset of
freatmant develop diarthea and/or swelling of the anus. On rare occasions, some pigs may show
reddesing of the skin and fritable behavior. These conditions have been within
five 10 eight days without discontinuing the incomycin treatment. 4. Not for use in swine
mmmmmm.s,mmmmmgmmmu
ruinants access to water containing kncomycin. Ingestion by these species may result in
Severe gastrointestingl effects. 8. Do not use the water treatment and the leed treaiment
simuttaneousty. 7. Not for usa in layer and breeder chickens.

o WARNINGS
1. not staughter swine for human for 6
Gt consumption days following

2. o drug withdrawal perlod is required before staughter of bieds
mmuuwumwmmamwmdumg
galion of drinking water,
3. Hot Jor hurman use.

Stoce at Controlied Room Temperature 15° 03 C{53° V86" F)
The Upjohn Company « Kalamazoo, Ml 49001, USA 815 934 000
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